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Kepisnukam Tepurtopianbunx oprasis
Hepactikenykou

Baacuukam peecrpaniiinux nocsiguens
Ha JikapchbKi 3aco0n

IMnoprepam Jsikapebkux 3aco6is

3a pe3ynsTaToM mpoBeseHoi 3ycTpiui Npe/ICTABHUKIB IMIIOPTEpiB JiKapChKuX
3ac00iB Ta nocanoBuiB JIepxIiKCTyX6H, 3 METO 3a6e3MeYeHHS HANEKHOro
3HICHEHHS Jep>KaBHOIO KOHTPONMIO AKOCTI JiKapChKMX 3acobiB BigmoBigHO 10
ITopsinky 3miHCHEHHS NepXaBHOrO KOHTPONIO SKOCTi JIKapchKHX 3acobiB, mio
BBO3ATECA B YKpaiHy, 3aTBEpIKeHOro nocTaHoBo Kabinery MinictpiB Ykpainu Bij
14 Bepecst 2005 p. Ne 902 (mami - Iopsmox), Ta yHiQiKauii migxoxis
Hepxuixcnyx6a Hanae ysaransHedy iHhopManiio momo NpoOJIEMHHX IHUTaHb, SAKi
BUHHUKAIOTH II1J] 4ac 30iMCHEeHHs JEPKaBHOTO KOHTPOJIIO SIKOCTI JiKapCHKHX 3aco0iB.

v Llodo 30itichenns imnoprepom 6xiono20 KOHMPONo Skocmi LMHOPMOBAaHUX
JAiKapcovkux 3acobig
Binnosinao no . JlineHsiiHux yMoB mpoBamkeHHs rOCIOJApPChKOl AisMBHOCTI 3
BUPOOHHMUTBA JIiKAPCHKMX 3aco6iB, OMTOBOI Ta po3;piGHOL TOPIiBIi JKApCHKHMH
3acobamy, IMIOPTY JiKapchKuX 3aco0iB (KpiM aKTHBHHX (apmaneBTHYHKIX
IHTPeli€HTIB), 3aTBepPKEHMX MOCTaHOBOI Kabinery MinicTpiB Vxpainu Bix
30.11.2016 Ne 929, o608 s3K0M iMIioprepa €, 30KpeMa, 3AiMCHEHHS BXiIHOTO
KOHTPOJIIO SIKOCTi IMIIOPTOBAaHMX JKapchKMX 3ac0OGiB BiINOBIZHO A0 BCTAHOBIIEHO!
npoueaypH. PesynbraTi BXigHOro KOHTpOMO MOBUHHI GYTH 3apeecTpoBaHi 3rifHO i3
BCTaHOBJICHAM  JILEH3iaTOM BHYTpILIHIM TOpAAKOM. YIIOBHOBaXeHa 0coBa
TepeBipsi€ BilllIOBIHICTh OfepyKaHuX JiKapCHKUX 3ac06iB CYIPOBIIHHM AOKYMEHTaM
oN0 HalMEHYBaHHsl, JiKapchkol (OPMH, BHAY Ta pPO3MIpy YIIAKOBKH, KiIBKOCTI,
AO3yBaHHJ, HOMEpiB cCepilf, TepMiHiB mpuiaTHOCTi, peecTpauiiftoro cTarycy,
BUPOOHHKA, 3/1iMCHIOE Bi3yalbHHH KOHTPONH KOIKHOI cepli Jikapcekux 3acobis,
KOHTPOJIb 32 JOTPHMaHHAM yMOB 30epiraHHs JKapchKMX 3aco0iB mim dac
TPaHCIOPTYBAHHS TOLIO.
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YHOBHOBXEHOT 0CO6H. 3a pesynpTaTaMu BCTAHOBIEHHS NpUYMH BiIXHIEHp Ta
HEBIAMOBiqHOCTEH MOBMHHI 6yTu pospobnewi i 3niticHeni BITOBIHI KOpHTyBanbHi
Ta/abo 3anobixmi 3axomw. Edexrusricts Ttakmx saxopnis KOHTPOJIOETECH i
OLiHIOETBCS BiAIOBIAHO 1o NIPHHLHAINB YOPABIiHHA PU3UKAMY IUIS SKOCTL.

v’ Lllodo nodanns _imnopmepamu IHghopmayii 8ionosiono do sameepdocerx
dopm doxymenmie
Ha BukoHaHHs myHKTiB 5, 6, 12 Tlopanxy Hakazom MiHxicrepctsa oxopouu
3n0poB’s Ykpaimu Big 21.01.2013 Ne 39 (13 3minamu) 3arBepmxeno bopmu
AOKYMEHTIB, IO 3aCTOCOBYIOTHCS MpPH 3HiHCHEHHI ep>KaBHOro KOHTPOIIO SIKOCTi
JIKapCHKUX 3ac06iB, 110 BBO3ATHCS B YkpaiHy, 30kpema, 3as8a po BHJ]a1y BUCHOBKY
Npo SKICTh BBE3EHHUX B YKpaiHy nikapcekux 3acobis, TIepeik BBe3eHHX B Yipainy
JiKapchKUX 3aco6iB (mami — Ilepenix), BuCHOBOK Mpo siKicTh BBe3eHOro B Yxpainy
nmiKapcbkoro 3acoby. BomHowac, ROCBiL poboTH JIepITiKCIyX6H CBiTIHTE po
HasBHICTb BUIAJKIB HEKOPEKTHOrO MOJAHHS iMnoprepamu indopmanii BimosigHo
Z0 3aTBep/DKEHUX POpPM NOKYMEHTIB, a came:
- Ha3Ba JKapcekoro 3acoly He BigmOBiZae Hasgi 3rifHo 3
peeCTpaLliHYM NOCBiTYEeHHAM;
- HE 3a3HAYA€ThCA a00 HEBiPHO 3a3HAYAETECS JIO3yBaHHS, ¢dopma
BHITyCKY JiKapChKOro 3aco6y Ta BUJ TaKyBaHHS,
- TIpH BHeceHHi iHpopManii mono posmipy cepii Ta KibkocTi BBe3eHOrO
JIKapchKoro 3acoby y Ilepenixy 3amicTh KiNBKOCTI B BH3HAYEHHX
(3apeecTpoBaHuX) BHfiaX NAKyBaHHA 333HAYAECTHCS iHpopManis B iHmmX
OZIMHMIAX BUMIpY (aMmynax, Kancyiax, TaGierkax, Kinorpamax, itpax
TOLLO)
Harononryemo Ha HeyxmnbHoMy moTpHMaHHI BHMOTr IMopsinky, B ToMy wuci
L[O/0 mo/iaHHs iH$opMaIii BioBigHO 10 3aTBEpIKEHHX (GopM TOKyMeHTIB.

v’ Llodo 3micmy cepmugpixama sxocmi cepii 20moeoz0 JiKapcbko20 3acoby

Homarkom po Ilopsinky 3 15 motoro 2013 POKY BH3Ha4YeHi BUMOTH IO 3MiCTy
cepTH(ikaTa sAKOCTi cepii Jikapcbkoro 3acoGy (BUMOTH He € 0GOB’S3KOBHMH hib)b:
cepruikaTiB gKocTi Ha aKTHBHI (papMaleBTHUHI inrpenienTn  (cyGeranmin)
BifnoBigHo g0 Bumor Hacranosu CT-H MO3Y 42-4.4:2011 «Jlikapceki 3aco6u.
MixxHaponHi rapMOHi30BaHi BHMoOrM mopo ceprhikaii cepii», sKa 3aTBepiKeHa
Haka3oM MiHicTepcTBa OXOpoHH 3m0poB’s Ykpaimm Bim 16.02.2009 Ne 95 (i3
3MiHaMu), 11(0) IIOBHICTIO BIJINIOBiTAa€ TTOJIOXKEHHSAM JOKYMeHTa
EMA/INS/MRA/387218/2011Rev 5 Internationally harmonised requirements for
batch certification, Ta € 06OB’43KOBHMH I BHKOHAHHS. Ceprudixar cepii
JiKapchKOro 3aco0y IOBHHEH MiCTHTH MiZICYMKOBY iH(OpPMAIIiO 3TiZHO 3 BUMOIaMu
A0 3MicTy ceprudikara sKkocti cepii Jikapcekoro 3acoby, sKki 3a3Hadeni y
BuwesrananoMy Jlomarky. JlomaTtkoBO MoBiZoMIsieMo, mio BIANOBIHO 7O M. 5




Hopsnky momyckarornes BIAXHJIEHHS om0 dopmu Buknanenus indopmanii s
ceprHdikaTi, AKINO BoHH He 3MIHIOIOTE iioro cyTi.
He nomnyckaerscs sumarary 3aMiHy cepruoikata AKOCTi, BUJaHOro BHPOOHHKOM.

BUPOGHHKOM, IpHiiMae BHPOGHHK Ta/260 3asBHHK,

Tepuropiamsruit Opran [lepxikcnyx6u y pasi  HeobximmocTi OTpHMye
po3’cHeHHs Bip 3ajIBHUKA/BUPOGHUKA 11010 iHopManii, ska MICTHTECE B
cepTudikari sxocri, BHIZHOIO BUPOGHHKOM.

IIpocumo 3BepryTH YBAry Ha KOPEKTHICTh mepexiamin CEepTUIKaTIB sKOCT] cepiii
JKapCEKUX 3ac06iB.

3Bepraemo ypary TEePUTOpiaNlbHUX OpraHis Hepxcnikeimyx6u, mo iHpopMaiiini
JHCTH MalOTh MiCTHTH ACTAIBHY Ta 3po3yMiny indopmanio IIOJI0 BHABJIEHUX
HEBINOBIAHOCTEH, (opMyroTsC Taki mucTH B €MMHIA aBTOMaTH30BaHiif chcTem]
Hepsxnikemyx6u Ta Heraifuo HaNaroThCs 3aBHUKY.

v’ lodo  nadanus 3aasHukaMu 0o _ Jlepxcnixenyscbu peeccmpayiiinux
MAMeEPIAnie ma opuzinan - maxkemis ynaxoeoi

3 MeToI0 cBO€dacHOro 3milicHenHs AACPXKABHOTO KOHTPOMIO SKOCTi JIKAPCHKHX

3ac00iB IPOCHMO BlIAcCHMKIB peecTpaniffnux mocsimyens Ta/abo ix IIPe/ICTaBHHKIB

BiZpasy ICIs 3aTBepkeHHs PCECTPaNiHHAX JOKYMEHTIB BimmoRizHuMH Hakazamu

MisictepcTBa 0X0poHH 3M0pOB's VKpaiHu HamaBata no Hepxnikemyx6u xormii

PEECTpaliffiHUX NOKYMEHTIB Ta MaKeTH ynakoBok (m.10 Ilopsanky) siznosizmo b1 (o)
3aTBEPIKEHOTO TEKCTY MapKyBaHHs.

v Hlooo MAPKYEAHHA YNAKO8OK Nikapcorux 3acobis

Haronomryemo na Heo6ximnocri 3BEPTATH yBary Ha BiANOBi/HICTS MapKyBaHHs
YIIaKOBOK BBE3€HHX JIKApPCHKHX 3ac06iB 3aTBCPIVKEHOMY TEKCTY MapKyBaHHS Ta
nojranoMy no Jlepxikcnyx6u OpHUriHAN-MaKeTy yIIaKOBKH.

3rigHo 3 mynkToM 10 Topsimxy NaboparopHuit aHami3 IIPOBOZMTECS, 30KpeMa, y
pasi HeBiAMOBiZHOCTI ynakoBKm BBE3CHOTO  JIIKapCBKOTO  3acoby rpadigHOMYy
300paXKeHHIO YNaKOBKH, sKe Hanane Jlepsknmikcinyx6i BiacHuKOM peectpaniiigoro
IIOCBIAYEHHS.

Y pasi posmimeHHs BracHuKoM peecTpalifiHoro NOCBIAYEHHS B €nuniii
aBTOMAaTH30BaHid iHGOpManiiuii cucremi Hepxmikcayx6u oHOBIeHHX MaKeTiB
rpadignoro 306paxkeHHs YHaKOBOK JIKapChKOro 3acoby Ta 3BEpPHEHHA Ccy0’ekTa
FOCIONApIOBAHHA IO OpraHiB JepXaBHOrO KOHTPOJNIO 3a MICLEM MpOBaKEHHS
FOCIONAPCHKOL  MisMBHOCTI, TepuTOpiansHuit opran Jlepxikciyx6u mposonTs
BI3yanbHUIl KOHTPONb BBE3eHOro TKapCEKoro 3acoby Ha BimmoBiZHicTE YIaKOBKH




OHOBJIEHOMY TpadidHOMY 300paXKeHHIO YIIaKOBKH, 32 pe3yJLTaTaMH SKOTr0 NpHiiMae
pilIEHHS PO MOJAIBIII Ail.

V' Ulodo naany mepminosux il

Cy6’ekTOM rocmonapioBaHHs NOBHHHA OyTH BH3HAYeHa IPOLEAYpPa IIOAO
TEPMiHOBHX MiH, fKi 3a6e3nmeuyroTh BUKOHAHHSA Hakas3iB MiHicTepcTBa OXOpOHM
300poB’s Ykpainu Ta JlepxtikcmyxGHu IMOZO 3YNHMHEHHS iMIIOPTY, BHIyYeHHS 3
00iry HesKiCHMX JiKapChKHX 3ac00iB, BXXHTTS BiANOBIZIHMX OpraHi3auiffHMX 3aXOfiB
ISl pO3B’sI3aHHS MPOOJIEM 100 SKOCTi, MOBEPHEHHS IOCTAYalbHUKY (BUPOGHUKY)
nikapceKkux 3acobiB a6o iX 3HMINEHHT, y pa3i BUSBIEHHSA B iMIOpTepa 4H B 06iry
anscupikoBaHUX JIKApCHKHX 3ac06iB ab0 iHINMX MPoOIIeM OO IKOCTI JIIKapCHKUX
3ac00iB.

3 ormagy Ha 3asHadeHe, JlepXIikcimyx0a HArojomye Ha HEYXHIBHOMY
norpuMansi Bumor Ilopsiaxy, B TOMy YHCHI 1IOX0 JOTPUMaHHS TEPMiHiB 3MiHCHEHHs
JIepXaBHOTO KOHTPOJIIO.

TepuropiansnuMm opranam Jlepxmikenyx6u 3abesmequrtn iHpopMamniiiHo-
po3’sICHIOBaNBHY poboTy 3 YHoBHOBa)XXeHUMH 0c00aMH Cy6’€KTiB rocroapioBaHHs
OO0 JMJOTPUMAaHHS BHMOI 3aKOHOJABCTBA Ta HAJEXHUX IIPAKTHK, 30KpeMa
30epiraHHsa Ta DUCTpUOYIil, a TakoX HeoOXimHOCTI 3a0e3neyeHHs Hale)XHUX YMOB
30epiranHs JiKapChKUX 3aco0iB MiJ Yac TPaHCIIOPTYBAaHHS.

JlomaTKoBO MOBIIOMIISIEMO, IO PO3’ICHEHHSA CTOCOBHO IUTaHb, SKi BUHHKAIOThH
mp yac  3AIMCHEHHS MJEPXaBHOrO KOHTPONIO SKOCTI JIKapChKUX 3acobiB
posMilyloTecsi Ha odimiliHoMmy caiiti Jlepxulikcayx6u, 30KkpemMa B po3fiii
«KonTpois sxocti JI3, 0 BioMa cy6’exTiB rocriopaprosanss» (http://dls.gov.ua).
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